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ETTER TO THE EDITOR

ime to boost COVID-19 vaccine
anufacturing: The need for

ntellectual property waiver by big
harma

eywords  Big  Pharma;  COVID-19;  Intellectual  property
ights;  Pandemic;  Vaccine

Dear  Editor,
Vaccines  are  the  major  means  of  evading  the  pandemic.

his,  however,  will  only  occur  if  vaccines  are  widely  avail-
ble  and  affordable  around  the  world.  Given  the  severe
accine  shortages  in  low-  and  middle-income  countries
LMICs)  [1],  the  issue  of  intellectual  property  (IP)  rights  has
ome  to  light.  As  the  pandemic  plagues  economically  disad-
antaged  countries,  rich  countries  stockpiling  has  stressed
he  need  for  pharmaceutical  industries  to  waive  IP  rights.

This  waiver,  proposed  in  October  2020  by  South  Africa
nd  India  [2],  would  allow  poor  countries  to  manufacture
OVID-19  vaccines  without  having  to  reimburse  pharmaceu-
ical  industries  for  patent  rights,  at  least  until  the  pandemic
omes  to  an  end  [3].  This  will  boost  the  global  supply  of
OVID-19  vaccines  at  a  reduced  cost  while  accelerating
fforts  to  vaccinate  the  whole  world  before  the  end  of  the
ear.  Many  countries,  particularly  LMICs,  supported  the  pro-
osal,  which  was  to  be  negotiated  through  the  World  Trade
rganization,  but  it  was  met  with  significant  resistance  by
ig  Pharma,  the  International  Federation  of  Pharmaceutical
anufacturers  and  Associations  (IFPMA),  and  rich  countries,

ncluding  the  EU,  the  United  Kingdom,  Canada,  Switzerland,
ustralia  [4],  and,  initially,  the  United  States  [5].  However,
he  United  States  withdrew  its  resistance  in  early  May  to
oost  vaccines  ‘access  and  supply  to  put  the  pandemic  to  an
nd  sooner  [6].  The  approval  of  the  proposal  is  much  more
ikely  now  that  the  US  government  has  thrown  its  weight
ehind  it.  The  IFPMA,  on  the  other  hand,  has  expressed  dis-
leasure  and  disappointment  at  the  stance  of  the  United
tates,  claiming  that  waiving  IP  rights  would  not  address
he  lack  of  manufacturing  capacity  in  developing  countries
r  help  them  to  manufacture  additional  doses  of  the  COVID-
9  vaccines  [7].  Alternatively,  they  propose  lowering  trade
arriers,  which  would  make  it  easier  for  Big  Pharma  to  sell
accines  to  poor  countries  [7].  However,  the  reality  is  that
ot  waiving  IP  rights  is  a  step  backward  in  the  fight  against
lobal  vaccine  equities  [8,9].  Waiving  IP  rights  while  simul-
aneously  allowing  the  exchange  of  manufacturing  expertise

s  critical  to  increasing  the  global  production  of  vaccines
nd  ending  the  pandemic  [10—12].  The  waiver  is  much  more

o
e
w

ecessary  now  than  when  the  proposal  was  first  submitted
n  October  2020.

The  world  is  currently  witnessing  a  two-way  pandemic,
ith  affluent  countries  returning  to  normalcy  while  poorer
ountries  are  struggling  with  fresh  outbreaks  and  an  acute
hortage  of  vaccines  and  therapeutics  [1].  This  is  a  condi-
ion  that  the  World  Health  Organization  (WHO)  has  labelled
‘vaccine  apartheid’’  [13]. Another  cause  for  concern  is  that
here  is  a  potential  that  vaccine-resistant  variants  may  con-
inue  to  arise  as  long  as  new  COVID-19  outbreaks  emerge
14].

The  point  of  questioning  the  safety  of  products  manufac-
ured  by  industries  in  the  global  south,  particularly  in  LMICS,
s  not  new  and  is  gradually  becoming  a  norm  [15].  One  of
he  most  remarkable  precedents  in  history  was  the  dispute
nvolving  big  pharma  and  poor  countries  over  the  production
f  antiretroviral  medications  for  AIDS,  which  cost  around
10,000  per  person  annually  until  the  development  of  gener-
cs,  which  reduced  the  price  to  $300  per  person  annually
16].  In  1998,  a  similar  episode  of  that  dispute  played  out
hen  an  alliance  of  multinational  drug  manufacturers  and

he  South  African  Pharmaceutical  Manufacturers  Association
led  a  lawsuit  against  the  Nelson  Mandela-led  South  African
overnment  for  attempting  to  encourage  local,  patent-free
anufacturing  of  more  cost-effective  AIDS  medications,

hough  the  charges  were  eventually  dropped  [17].  At  that
ime,  western  pharmaceutical  industries  asserted  that  drugs
anufactured  in  LMICs  did  not  satisfy  quality  requirements,
espite  data  repeatedly  showing  no  basis  for  this  assertion
7,17]. Today,  we  would  not  have  achieved  significant  suc-
ess  in  antiretroviral  therapies  in  LMICs  if  it  had  not  been
or  generic  manufacturers,  and  we  have  seen  that  generics
re  safe  and  of  high  quality  [18].

Granted,  vaccines  are  much  more  difficult  to  manufac-
ure  than  oral  medications,  but  UNICEF  and  other  global
gencies  have  long  relied  on  big  vaccine  manufacturers  in
eveloping  countries,  including  India  —  the  world’s  biggest
accine  manufacturer  —  to  produce  their  vaccines,  with
onstant  quality  scrutiny  [19].  Developing  countries  have
eveloped  and  manufactured  their  own  vaccines  in  times
ast,  such  as  the  hepatitis  B  vaccine  developed  by  Shanta
iotechnics  in  India  [20].  This  resulted  in  a  mass  vaccination
gainst  the  virus,  with  over  120  million  doses  delivered  to
oor  countries  around  the  world  [20].  As  such,  the  present
OVID-19  vaccine  is  no  exception.

While  there  is  much  talk  going  on  vaccine  equity  in  light

f  the  current  circumstances,  the  prioritization  of  vaccine
quity  has  not  been  in  the  first  place.  The  discussion  of
hether  to  waive  the  intellectual  property  rights  has  been

https://doi.org/10.1016/j.jemep.2021.100710
http://www.sciencedirect.com/science/journal/00000000
http://crossmark.crossref.org/dialog/?doi=10.1016/j.jemep.2021.100710&domain=pdf
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aised  involving  Big  Pharma  and  LMICs.  One  can  imagine  that
espite  the  tremendous  profits  that  Big  Pharma  makes  from
accine  manufacturing,  waiving  IP  rights  is  still  a  topic  of
ebate.  Needless  to  say,  vaccine  distribution  has  created
n  enormous  disparity  between  high,  and  low  and  middle-
ncome  countries.  In  the  aftermath  of  such  disparity,  the
andemic  has  particularly  caused  more  concerns  for  LMICS.
n  evident  example  is  the  precipitating  cases  of  the  virus

n  some  LMICs,  with  the  third  wave  in  sight.  At  this  criti-
al  juncture,  Big  Pharma  has  an  immense  role  to  play,  and
hey  should  take  a  unanimous  stance  to  help  LMICs  fight  the
andemic  and  put  more  value  on  human  lives  than  profits.
ife  will  return  to  normalcy  in  LMICs  if  immediate  actions
re  taken.  At  this  moment,  an  urgent  agreement  is  needed
etween  Big  Pharma  and  LMICs  to  accelerate  the  produc-
ion  of  the  vaccines.  Such  agreement  can  help  with;  the
reation  of  vaccine  hubs  in  different  regions  which  can  help
ith  the  rapid  production  of  the  vaccine,  especially  for
ountries  that  have  been  hit  hard  with  the  third  wave  of
he  pandemic;  and  the  follow-up  creation  of  surveillance
ubs  close  to  the  vaccine  hubs  which  can  be  used  for  cons-
ant  monitoring  to  ensure  good  manufacturing  practices  and
uality  control  of  the  vaccines.  These  hubs  can  be  also
sed  for  prospective  pandemics  or  disease  outbreaks.  The
OVID-19  pandemic  has  taught  humankind  to  be  prepared
or  any  unexpected  or  unprecedented  disease  outbreaks  as
ast  production  and  delivery  of  the  vaccines  can  help  ensure
ffective  disease  containment  in  the  affected  regions.  There
as  been  unequal  and  delayed  delivery  of  the  vaccines,  par-
icularly  to  highly  affected  countries,  resulting  in  an  upsurge
n  the  number  of  reported  cases  with  a  more  pronounced
mpact  on  the  governments  and  the  economy.  These  pinpoint
he  need  for  vaccine  hubs  in  regions  with  a  relatively  higher
isease  burden.  Lastly,  the  issue  of  profit  that  has  provoked
ig  Pharma  can  be  solved  through  negotiation.  Big  Pharma
an  deploy  adequate  manpower  and  technical  expertise  to
un  the  vaccine  hubs  together  with  local  manpower  in  the
ffected  regions.  A  minimum  profit  from  LMICs  where  these
accine  hubs  are  run  throughout  the  course  of  production
hould  be  convincing  enough  for  Big  Pharma,  as  human  lives
re  at  stake.

Waiving  or  relaxing  intellectual  property  rights  over
OVID-19  vaccines  would  not  solve  the  global  pandemic
lone.  However,  it  has  the  potential  to  clear  several  road-
locks  as  efforts  to  ease  IP  rights  can  see  the  balance  shifted
owards  COVID-19  containment.  Drawing  on  lessons  learned
rom  the  AIDS  story  on  the  dispute  between  Big  Pharma  and
MICs  over  waiving  IP  rights  for  antiretrovirals,  it  can  be
rgued  that  waiving  IP  rights  for  COVID-19  vaccines  is  a  rea-
onable  decision  if  we  are  to  achieve  significant  success  in
he  fight  against  COVID-19.  With  such  actions,  ending  the
andemic  totally  will  become  achievable.
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